46.3% of GLM pts and 40.6% of PBO pts had ≥1 AE; 2.9% vs. 3.3% of pts, respectively, had ≥1 serious AE. Two deaths, 2 malignancies, and 1 demyelinating event were reported. The most common treatment-emergent type of AE was infection (20.0% of GLM pts vs. 13.8% of PBO pts). No opportunistic infection or tuberculosis was reported through wk24. The rate of infusion reactions was low at <2%; none was serious or severe.
Background: Treatment goals for long-term control of skin and joint symptoms in active psoriatic arthritis (PsA) include clinically important changes in DAS-28 (CRP), achievement of remission in DAS-28 (CRP), reduction in swollen joint count (SJC), and decrease in skin disease.
1 PALACE 3 included PsA patients with active joint disease and an active skin lesion at the time of enrollment. Objectives: Report the impact of apremilast (APR) on PsA manifestations over 4 years. Methods: Patients were stratified by baseline (BL) DMARD use (yes/no) and psoriasis involvement of the body surface area (<3%/≥3%) and randomized (1:1:1) to placebo (PBO), APR 30 mg BID (APR30), or APR 20 mg BID (APR20). After the 24-week PBO-controlled phase, all patients were treated with APR30 or APR20 and could enroll in the long-term extension. Efficacy assessments were conducted through Week 208. Results: 505 patients were randomized and received ≥1 dose of study medication (PBO: n=169; APR30: n=167; APR20: n=169). A total of 91% (227/249) of patients starting the fourth year of APR therapy completed the Week 208 visit. Patients treated with APR30 demonstrated sustained decreases in disease activity at Week 208, as shown by mean change from BL in DAS-28 (CRP) of −1.66; 80.3% achieved good/moderate EULAR response and 50.4% achieved DAS-28 (CRP) remission. Sustained effect on inflammation at Week 208 was also demonstrated by mean/median percent changes in SJC, a marker of inflammatory activity, of −77.4%/−100.0% (Table) ; 64.8% of patients had an SJC of 0 or 1. Decreases in disability and maintenance of functionality were shown by sustained improvements in Health Assessment Questionnaire-Disability Index (HAQ-DI) scores (Table) . A continued effect on skin disease was shown by decreases in skin involvement, as measured by the Psoriasis Area and Severity Index (PASI); 54.7% of APR30 patients had BL PASI >5 and 27.3% had BL PASI >10; at Week 208, 64.5% had PASI <3 and 77.4% had PASI ≤5. PASI-75 and PASI-50 response rates also demonstrated clinically significant relief (Table) . In patients treated with APR20, similar findings were observed at Week 208. No new safety concerns were identified through 208 weeks of APR30 therapy. During Weeks >156 to ≤208 of APR30 exposure, the only adverse event (AE) occurring in ≥5% of patients was nasopharyngitis; most AEs were mild or moderate in severity. Serious AEs occurred in 7.2% of APR30 patients over Weeks >156 to ≤208, similar to rates in earlier study periods. Few discontinuations due to AEs (0.7%) occurred over Weeks >156 to ≤208. The APR20 safety profile was similar to that of APR30.
